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Summit Medical Ltd CellTransm Postoperative Autotransfusion Set 510(k) Attachment 7 

51 O( k) Summary 

Summit Medical CellTransTM Postoperative Autotransfusion Set 

Manufacturer 

Summit Medical Ltd 
Bourton on the Water 
G loucestershire 
GL54 2HQ 
United Kingdom. 

Contact 

James Bradbury 
Regulatory Affairs Manager 

Phone: 
Fax: 
E-mail: james. brad burv@-summit-medica1.co.u k 

01 1 (44) 1451 82131 1 
01 1 (44) 1451 821092 

Device Name 

CellTransTM Postoperative Autotransfusion Set 

Classification Name 

Autotransfusion Apparatus 

Predicate Prod uct(s) 

Summit Medical CellTransTM Postoperative Autotransfusion System (K022489) 
Summit Medical Transfusion Filter (K022477) 

Product Desc ri pt ion 

The CellTransTM Postoperative Autotransfusion Set consists of two individually sterilized 
packages, containing the Summit Medical CellTransTM Postoperative Autotransfusion 
System (K022489) and the Summit Medical Transfusion Filter (K022477) respectively, 
presented for ease of handling and reordering in a non-sterile, polyethylene slide lock 
transit bag. Inside the transit bag the CellTransTM device is double-wrapped, whilst the 
Transfusion Filter is single wrapped, both using Tyvek & Film packaging. 

The transit bag also contains an additional copy of the CellTransTM Instructions For Use 
to facilitate use of the Transfusion Filter. 
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Substantial Equivalence 

The Summit Medical CellTransTM Autotransfusion Set is substantially equivalent to the 
Summit Medical CellTransTM Autotransfusion System (K022489) and Summit Medical 
Transfusion Filter (K022477). 

Indications for Use 

The Summit Medical CellTransTM Postoperative Autotransfusion Set is intended for the 
collection, filtration and reinfusion of blood lost postoperatively following surgery, 
particularly orthopaedic joint replacement. 
The device is indicated for autologous blood transfusion. 

Safety and Effectiveness 

No safety or effectiveness issues are raised when the Summit Medical CellTransTM 
Postoperative Autotransfusion Set is compared to the predicate products and therefore 
the CellTransTM Postoperative Autotransfusion Set is substantially equivalent to the 
Summit Medical CellTransTM Postoperative Autotransfusion System and the Summit 
Medical Transfusion Filter. 

James Bradbury 
Regulatory Affairs Manager 
Summit Medical Ltd. 
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DEPARTMEN" OF "H &HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

FEB 1 4 2003 

Summit Medical Ltd. 
c/o Mr. Neil R. Armstrong 
Managing Director 
MeddiQuest Ltd. 
Business and Technology Center 
Bessemer Drive 
Stevenage, Hertfordshire, SG1 2DX 
United Kingdom 

Re: KO24097 
Trade Name: Sunmiit Medical CellTransTM Postoperative Autotransfusion Set 
Regulation Number: 21 CFR 868.5830 
Regulation Name: Autotransfusion Apparatus 
Regulatory Class: Class I1 (two) 
Product Code: CAC 
Dated: December 4, 2002 
Received: December 12,2002 

Dear Mr. Armstrong: 

We have reviewed your Section 5 1 O(k) preniarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in  accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a preinarltet approval application (PMA). 
You may, therefore, market the device. sub.ject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice. labeling. and prohibitions against misbranding and 
adulteration. 

If your device is classified (see aboie) into either class I1 (Special Controls) or class 111 (PMA), it 
may be sub-ject to such additional controls. Existing major regulations affecting your dcvicc can 
be found in the Code of' Federal Regulations. Title 2.1. I'arts 800 to 898. In  addition. FDA ma!' 
publish further announcenicnts concerning y o ~ i i -  device in the Federal Registel. 
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Please be advised that FDA's issuance of a substantial equivalence deteriiiination does iiot mean 
that FDA has made a determination that your device coinplies with other requirements of the Act 
or any Federal statutes and regulations adiniiiistered by other Federal agencies. You must 
coinply with all the Act's requirements, including. but not limited to: registration and listing (2 1 
CFR Part 807); labeling (2 1 CFR Part 80 1); good inaiiufacturiiig practice requirements as set 
forth in tlie quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic 
product radiation control provisioiis (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 
This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA finding of substaiitial equivaleiice of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to tlie market. 

If  you desire specific advice for your device on our labeling regulatioii (21 CFR Part So l ) ,  please 
contact the Office of Coiiipliaiice at (30 1 ) 594-4646. Also, please note the regulation entitled. 
"Misbranding by reference to preinarket notification" (2 1 CFR Part 807.97). You may obtain 
other general information on your respoiisibilities uiider the Act fi-om the Division of Small 
Manufacturers, International and Coiisuiner Assistance at its toll-free number (800) 63 8-204 1 or 
(30 1) 443-6597 or at its Internet address littp://www.fda.gov/cdrh/dsma/dsmam~ain.html 

Sincerely yours. 

L Q W  Brain D. Zuckerinan, M.D. \ Director 
Division of Carediovascular Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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Indications for Use 

5lO(k) Number: 0 2 4 D q  7- 

Device Name: Summit Medical CellTransTM Postoperative 
Autotransfusion Set 

Indications for Use: 

The Summit Medical CellTransTM Postoperative Autotransfusion Set is intended 
for the collection, filtration and reinfusion of blood lost postoperatively following 
surgery, particularly orthopaedic joint replacement. The device is indicated for 
autologous blood transfusion. 

Division of Cadiovassuktr Devices 

Prescription Us OR Over-the-counter Use 

(Per 21 CFR 801.109) 
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